Comments arid,pentions should be 

ElSK? *" D w OGket8 M «^8ement 
Branch (address above) in three copies 
[except that individuals may submit 
single copies) and identified with the 
docket number found in brackets in the 
heading of this document. Comments ' ' 
and petitions may be seen in the 
Dockets Management Branch between 9 
a.m. and 4 p.m., Monday through Friday 

Dated: May 27, 1992. 
Stuart L. Nightingale, 

Associate Commissioner for Health Affairs 
fFR Doc. 92-42845 Filed ft-l-fl* 8:45 a,m.J 
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(Docket No. 92E-0133] 

g^*«2»inagpn off Reoulatory Review 
Period/or Purposes of Patent 
Extension; Supprelin® 

aowcv: Pood and Drug Administration. 

action; Notice. . . ' - 

summary: the Food and Drug 
Admini^fraUon (FDA) has determined '. 
Uie.regulatpry review period for 
?upprejiri® and is publishing this notice 
of Oiat determination as reqidred by 
law. FDA has made the determination 
because of the submission of ah 
application to the Commissioner of 
Patento and Trademarks, Department of 
Commerce;, for the extension of a pa tent 
which claims that human drug product 
addresses: Written comments and 
petitionsshpuld be directed to the 
Dockets Management Branch (HFA- 

f ^SL^B^ Admiiustration. Rm. 
^12420 Parklawn Dr.. Rockville, MD 

(HFY-20); Food and Drug 
Administration. 5600 Fishers Lane, 
Rockville, MD 20857. 301-443^1382. 
f^MJEMBfTAiiY information: The Drug 
^ce Competition and Patent ferin 
Restoration Act of 1084 (Pub. L. 96-417) 
and the Generic Animal Drug and Patent 
Term Restoration Act (Pub, Is 100-670) 
generally provide that a patent may be 
extended for a period of up to 5 years so 
long as the patented item (human drug 
product, animal drug product, medical 
device, food additive, or color additive) 
was subject to regulatory review by 



FDA before the item was marketed. 
Under these acts, a product's regulatory 
review period forms the basis for 
determining the amount of extension an 
applicant may receive. 

A regulatory review period consists of 
two periods of time: A testing phase and 
an approval phase. For human drug 
products, the testing phase begins when 
the exemption to permit the clinical 
investigations of the drug becomes 
effective and runs until the approval 

SdArtSft ™ e aD P™?l Pnase ***** 
with fte imtial submission 6f an 
application to market the I human drui 
product and continues until FDA grants 
permission to market the drug product. 
Although only a portion of a regulatory- 
review period may count toward the 
actualamount Of extension that the 
Commissioner of Patents and ' : 

^fr d ,t m f k ?. ma y award ■(«* example. ' 
half the testing phase must be 
subtracted as well as any time that may 
navepcomed before the patent was . 
ssued), PDA's determination of the ' 
length of a regulatory review, period for ' 
a human drug product will include all of 
the testing phase ahd.approval phase as 
specified in 35 U.&C. 156(g)(1)(B). 

FDA recently approved for imirketiiw 
Uie human, drug product Supprelin®. 
Supprelin® (histrelin acetate) is ^ - 
indicated for me control of the ■ "'. 
biochemteal and clinical manifestations 
of central precocious puberty. ■ '., 
Subsequent to this approval the Patent , 
and Trademark Office received a patent 
term restoration application for 
Supprelin® (U.S. Patent No. 4.244,948) 
from The Salk Institute for Biological 
Studies, and the Patent and Trademark 
Office requested FDA's assistance in 
determining this patent's eligibility for 
patent term restoration. FDA, in a letter, 
dated March 25. 1992, advisedthe Patent 
and .Trademark Office that this human 
drag product had undergone a 
regulatory review period and thatthe 
approval of Supprelin® represented the 
nrst commercial marketing of the . 
prodTOtShortlythereafter, thepatent" 
and Trademark Office req*eete*that 
FDA determine the product's regulatory 
review period v.. • , . ' ; . . 

FDA has determined that the > 
applicableireguktory review period fori 
S »P Dre "n® to 2378 days. Of this time, 
1.930 days occurred during the testing ■> 



phase of the regulatory review period, 
while 946 days occurred during the 
approval phase. These periods of time 
were derived from the following dates: 

1. The date an exemption under 
section 505 fij of the Federal Food, Drug, 
ana Cosmetic Act became effective: 
February 8, 1984, No investigational new 
drug application (IND) effective date 
was stated in the application for patent 
f^ n S 9n - ^ records indicate that the 
IND effective date was February 8. 1884. 

theIND * ? °'- ay8 afterFDA *Wof 

2. The date the application was 
initially submitted with respect to the 
hMondrug product under section 
505(ty of [the Federal Food. 'Drug, and 
Cosmetic Act: May 22,1989. The 
applicant claims May 19. 1989, as the - 
c u n I w *•« application (NDA) for 
Supprelin® (NDA 19-838)<was filed. 
However, FDA records indicate that- 
NDA 19-«36 was submitted on May 22. 



3. The date ' the application was v 
approved- December 24. 1901. FDA has 
y er ™ ed *% appHcant's claim that NDA 
19-836 wa8 , approvedonr k ~---- L -- ~" 
1991: . ■ ' v.- ' 



This detennination of -Uie regula tory 
review period establishes, the maximum 
potential length , of a patgrit extension. 
However, the. U,S.:Paterit and 
;Tradem^:pMc»'appUeVseveral' 
statatqry limitations in ite calculatidba 
of the actual pertod for patent extension. 
In its application for patent extension, 
this applicant seeks 1,752 days of patent 
term extension. ! : ' <\ - v 

.Anyone With knowledge that any of ^ 
the dates as published is incorrect may 

on or before'August 3i 1992, submit to 
the Dockets Management Branch <■ 
(address above), written comments and 

any,ijiiterested,per8pn hlay petition FDA. 
on or before November 30. 1992/ for a 
determihatiqri regarding whether the 
applicant fqrtxtensibn acted with due 
ml^enceduring the fregulkbry review 
period To meet its burden, toe petition 
m "? t ^ ,al ? ^ sufficient facts to merit an 
fDA Inyeatigation. (See H. Rept 857. 
Part i;.98th CongV2d sess.. pp 41-42, <• 
1984.H»etittons should be in the format 
specified in 21 "CFR 10.56. 




submitted to ^ 

Branch (address above) ^^thw^pie?^. 
(eauMptthati^ : 
single copies) ai^ identified with the 

doctetri^ 

hirad^ do ; < 

and petitions may be seen ^ ; ^ - 
Dockets Mah^ 

aJSLfll^ 

Dated: May 27, 1992. 

Associate CaiwpiJ&w < 
[PR Dbc^92r-l^Filed 8-1-42; 6:45 a jn.) , > 

Detorrnfeiatloo of R©flul*tofy Itavtow : ; 
Perioxlfor Purpose! Patent ■ v * 
EJrtenston;T»cUd® \ .< ; 

AGENCY: Fboi and Dru^ Aobninlstration^ 
ACTtOlfc Notice. ; - - y 

8UMMAMV: The Food and Drug < 
Administratidn (TO A) has determined 
the.regulatpry ravi^ Ticlid® 
and is publishing this notice of that :; 
detennination as required by law. FDA 
has made the deternn^ation because of 
the flubmiBsion of 

Ctomnrissioi^ tf^^ , • \ 

Tretemartca, Depart Commerce, 
for the extension of a 
claim* tip t human obn^ product 
AOOWS8»: Written comments and - *. 
rations should be directed to the 
Dockets Managements^ *. 
305), Food arid Drug Administration, Rm. 
1-23; 12420 Parklawn Dr.* Rockville/MD 

20857. v /*y ; -*T 

TOR FURTHER tHTOMUTKm COKTACT: 

John S. Ensign. Office of Health Affairs 
(HFY-20), Food and Drug 
Administration. 5600 fishers Lane, 
Rockviile. MD 20857, m-4^1M& 
6UPPLEMENTAflV INFORMATIOM: The Drug 
Price Competition and Patent Term 
Restoration Act of 1884 (Pub. L 98-417) 
and the Generic Animal Drug and Patent 
Term Restoratioii Act (Pub. L. l(XM7p) 
generally provide that a patent may be 
extended for a period of up to 5 years so 
long as this patented item (human drug 
product, animal drug product medical 
device, food additive, or color additive) 
was subject to regulatory review by 
FDA before the item was marketed 
Under these acts, a product's regulatory 
review period forms the basis for . ■ 
determining the amount of extension an 
applicant may receive. 

A regulatory review period consists of 
two periods of time: a testing phase and 
an approval phase. For human drug 



product* tfw;te^ 
the eximij&onto 

iiwestigation* oi ^ • 
effective, aM^ : 
phase begins* 1%^^ 
withthe initial submission of an ^ 
application t^ market the himian drug - 
product:^ grants 
penniesion to market the drug product; 
Althoughlpnly a p(^on of a regulatory ; 
levietf'pa^ 

actual amount of ^extensioA^afthe \ : 

Coinrhii&^ 

TYadeihari&^ 

half the testing p 

subtracted as^ell as any time that may 
have oocurrebvDei"dfe 
iseued),;FDA^tt* 

length of a re^atbrV review period for ; 
a human drug product will include all of 
. the testing phase and approval phase as 

specified in; W 
FDA recently ap proved for marketing \ 

the human drug product Ticlid®. 

t ticMb^ (ticJop 

indicated to reduce the risk of ; \ 

thrombotic stroke (fatal or nonfatal) in 

patient wh^h^^^ 

Kscursors, and inpatients ^Ao have 
d a completed tluximbotic 8trbke v : 
Subsequent to {this approval the "Patent 
and Trademark Office rec^ved a patent 
term restoration application for Ticlid® 
(U.S. Patent Noi .^MKl^lBm'^ntex- 
(U.S;A:) Inc.; and the Patent and* 
Tradeiti^^ 

assistance Mi^tkiA^^^^M% 
eligibility for patent term restoration. 
TOAvin aie^ 

advised the Patent and Trademark 
Office that this humeri drug product had 
: undergone a regulatory review period 
arid that: the approvel ^cUd® " ; ' - \ • ■ 
represented the first commercial 
markehrig of the product. Shortly 
thereafter, the Patent and Trademark 
Office requested that FDA determine the 
product's regulatory review period* 

FDA has determined that the 
applicable regulatory review period for 
Ticlid® is 5V487 days. Of this time, 4,772 
days occurred during Ate testing phase 
of the regulatory review pertooY while 
715 days occurred during the approval 
phase. These periods of time Were 
derived from the following dated: 

1. The date an exemption under 
section 505(i) of the Federal Food, Drug* 
and Cosmetic Act become effective: 
October 22* 1976. Applicant claims 
September 22, 1078, as the date the 
investigational new drug application 
(IND) became effective. However, FDA 
records indicate that the IND effective 
date was October 22, 1078, which was 30 
days after FDA receipt of the IND. - 

Z The date the opplipation was 
initially submitted with respect to the 
human drug product under section 



505(b) of the f^i^FdodL qrug^qnd 

Cosmetic A^r^&^ 

applicairt ctoin^ Q the 

date ^ niew-dir^a for 

Ticlid© (NDA 19-070) waafiledi^ v 

However, FDA records i^ 

NDAlfl^w^wto 

S,: The dQte the. applicotioh was r 
approved. October 31 t 189li;roAhaa% 
verified the applicant> daim that ^ 
19-979 was approved on October 31, 

1001*' y . ,V " ■!'*■». -. * j J t 

This determinate of ^ 
review period estabUshea the rna xtmum 
potential length of a patent extension. 

Trademark Office applies inrvenil^/ 
statutory linrtladohs^M 
of die ac^l period for jwterrt extension* 
In its appticatioh for patent extension, 
this applicant seeks 731 tlays of patent 
term extension, [yj \^ 

Anyone ^with knowledge thatanjrqf 
the datei as published is incorrect may, 
on or before August 3^1092. submit to 
the I^ckety Management Branrii:;; 
(address above) written 
ask for a ledeterminatioTi. F 

, any interested person mriy petition FDA, 
on or before No^mber i50, 1902, for a 
deierminatiori reg^r^^ / 
appHcant for extension acted with due 

i diligence during the regulatory review 
r^ric^l To meet its bur&n, the petition 
must contain sufficient facts to merit an 
FDA investigatiorL (See H. Rept 857, 
Part 1,96th Gong, 2d sesaUppi 41^42, 
1984.) Petitions should be in the format 

; specified ^ in 21 CFR lO.sa ; 
s'. Clomments and petitions shxiidd be 
submitted to the Dockets Management 
Branch (address above) in three copies , 
(except that individuals may submit ' ' 
single copies) arid identified with the 
do^Wftt nnmhflr found hi brackets in the ^ 
heading of this document Comments 
and petitions may be seen in the 
Dockets Management Branch between 0 
ajn. and 4 pjn.. Monday throng Friday. 

: \ Dated: May 2I« 1992. < 
• ■ Stuart L> Nlghtlngsjsi 
Associate Ctimmteaiomer for Health Affairs. 
[FR Doc 9Z-12847 Filed 8-1-02; MS a Jn.] 
siLUwa coor 4 t m 01 r 



(Docket No. 92E-0024) 

Deterrnlnatkm of Regulatory ftovtow 

Extension; TtcMd® ' 

aoemcy: Food and Drug Administration, 
HHS. 

tHoAke. L 



